
United States Rvtent and Trademark Office 



UNITED STATES DEI* A RTMENT OF COMMERCE 

United States Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 

Washington, D.C. 20231 

www. uspLo.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


09/943,054 




08/30/2001 


Seiichi Araki 


109536-161 


8743 


23483 7590 


09/04/2002 









HALE AND DORR, LLP 
60 STATE STREET 
BOSTON, MA 02109 



EXAMINER 



WEDDINGTON, KEVIN E 



ART UNIT 



PAPER NUMBER 



1614 

DATE MAILED: 09/04/2002 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



ff 

Application No. ApplicarTus) 



Office Action Summary 



Application No. 
09/943,054 
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Araki et al. 



Examiner 

Kevin E. Weddingt n 



Art Unit 

1614 




- The MAILING DATE f this c mmunicati n appears n the cover sh et with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 , 1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) ^ Responsive to communication(s) filed on Aug 30, 2001 



2a) □ This action is FINAL. 2b) K This action is non-final. 

3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) 63 Claim(s) 1-54 , , is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) 63 Claim(s) is/are allowed. 

6) K Claim(s) 1-5, 9-14, 18-24, 28-34, 38-43, and 47-54 is/are rejected. 

7) E Claim(s) 15-17, 25-27, 35-37, and 44-46 is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 1^ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)H All b)D Some* c)D None of : 

1 . □ Certified copies of the priority documents have been received. 

2.l2k Certified copies of the priority documents have been received in Application No. 0%|z0^ V*>^> . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment! s) 

1 ) 1)3 Notice of References Cited (PT0-892) 4) O Interview Summary (PT0-41 3) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PT0-1 52) 

3) O Information Disclosure Statement <s) (PT 0-1 449) Paper No(s). 6) Q Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 7 
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Art Unit: 1614 

CLjMMS I "54 ARE PRESENTED FOR EXAMINATION. 

The preliminary amendment filed August 30, 200 I has been received and 

ENTERED, HOWEVER, THE AMENDMENT DOES NOT COMPLY WITH 37 CFR I . I 73(B) AS ALL 
ADDED CLAIMS MUST BE ENTIRELY UNDERLINED. 



This reissue application was filed without the required offer to 
surrender the original patent or, if the original is lost or inaccessible, an 
affidavit or declaration to that effect. the original patent, or an affidavit or 
declaration as to loss or inaccessibility of the original patent, must be 
received before this reissue application can be allowed. see 37 cfr i . i 78. 



Reissue Applications 



Allowable Subject Matter 



CLjMMS 6-8 ARE ALLOWABLE. 



Claim Objections 

Claims 15-17, 25-27, 35-37 and 44-46 are objected to 
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Art Unit: 1614 

Double Patenting 

a rejection based on double patenting of the "same invention*' type finds 
its support in the language of 35 u.s.c. i o i which states that "whoever 
invents or discovers any new and useful process ... may obtain a patent 
therefor ..." (emphasis added). thus, the term "same invention," in this context, 
means an invention drawn to identical subject matter. see mlller v. eagle mfg. 
Co., I 5 I U.S. I 86 ( I 894); In re Ockert, 245 F.2d 467, I I 4 USPO 330 
(CCPA I 957); and In re Vogel, A2.Z F.2d 438, I 64 USPO 6 I 9 (CCPA I 970). 

A STATUTORY TYPE (35 U.S.C. I O I ) DOUBLE PATENTING REJECTION CAN BE 
OVERCOME BY CANCELING OR AMENDING THE CONFLICTING CLAIMS SO THEY ARE NO 
LONGER COEXTENSIVE IN SCOPE. THE FILING OF A TERMINAL DISCLAIMER CANNOT 
OVERCOME A DOUBLE PATENTING REJECTION BASED UPON 35 U.S.C. I O I . 

Claims 11,21,31 and 48-54 rejected under 35 U.S.C. I O I as cumming 

THE SAME INVENTION AS THAT OF CLAIMS I AND 2 OF PRIOR U.S. PATENT 

No. 5,8 I 4,632. 

THE PRESENT APPLICATION TEACHES A METHOD FOR TREATING A PATIENT WITH 
SEPSIS WITH RIBOFLAVIN AND/OR RIBOFLAVIN DERIVATIVES, AND THE PATENTED APPLICATION 
TEACHES A METHOD FOR THE TREATMENT OF DISEASE SELECTED FROM THE GROUP 
CONSISTING OF: WHICH INCLUDES SEPSIS WITH RIBOFLAVIN AND/OR A RIBOFLAVIN 
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derivative too. also note the patented application dosage range for the active 
ingredients is 0.5-500 mg/kg and the present application range of o. i to 500 
mg/kg is totally encompassed by the range of the patented application. 
This is a double patenting rejection. 

Claim Rejections - 35 U.S.C. § 103 
The following is a quotation of 35 U.S.C. I 03(a) which forms the basis 

FOR ALL OBVIOUSNESS REJECTIONS SET FORTH IN THIS OFFICE ACTION: 

(A) A patent may not be obtained though the invention is not identically disclosed or described 

AS SET FORTH IN SECTION I 02 OF THIS TITLE, IF THE DIFFERENCES BETWEEN THE SUBJECT MATTER 
SOUGHT TO BE PATENTED AND THE PRIOR ART ARE SUCH THAT THE SUBJECT MATTER AS A WHOLE WOULD 
HAVE BEEN OBVIOUS AT THE TIME THE INVENTION WAS MADE TO A PERSON HAVING ORDINARY SKILL IN THE 
ART TO WHICH SAID SUBJECT MATTER PERTAINS. PATENTABILITY SHALL NOT BE NEGATIVED BY THE MANNER IN 
WHICH THE INVENTION WAS MADE. 

This application currently names joint inventors. In considering 

PATENTABILITY OF THE CLAIMS UNDER 35 U.S.C. I 03(A), THE EXAMINER PRESUMES THAT 
THE SUBJECT MATTER OF THE VARIOUS CLAIMS WAS COMMONLY OWNED AT THE TIME ANY 
INVENTIONS COVERED THEREIN WERE MADE ABSENT ANY EVIDENCE TO THE CONTRARY. 

Applicant is advised of the obligation under 37 CFR I .56 to point out the 

INVENTOR AND INVENTION DATES OF EACH CLAIM THAT WAS NOT COMMONLY OWNED AT THE 
TIME A LATER INVENTION WAS MADE IN ORDER FOR THE EXAMINER TO CONSIDER THE 
APPLICABILITY OF 35 U.S.C. I 03© AND POTENTIAL 35 U.S.C. I 02(E), (F) OR (G) 
PRIOR ART UNDER 35 U.S.C. I 03(A). 
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Claims I -5, 9-14, I 8-24, 28-34, 38-43 and 47-54 are rejected 

UNDER 35 U.S.C. I 03(A) AS BEING UNPATENTABLE OVER SALA.NTIJANTS (B) AND 
BOUNOUS ET AL. (A) IN VIEW OF WlNDHOLZ ET AL. (R). 

SALANTIJANTS AND BOUNOUS ET AL. TEACH THE USE OF RIBOFLAVIN OR VITAMIN 
B2, AS HAVING IMMUNE-ENHANCING ACTIVITY TO TREAT INFECTIOUS AND VIRAL DISEASES. 

THE INSTANT INVENTION DIFFERS FROM THE CITED REFERENCE IN THAT THE CITED 
REFERENCE DOES NOT TEACH THE ADDITION OF AN ANTIBIOTIC WITH RIBOFLAVIN SET FORTH 
IN APPLICANTS' CLAIMS I 8 AND 38. HOWEVER, THE SECONDARY REFERENCE, WlNDHOLZ 
ET AL. TEACH AMOXICILLIN AS AN EFFECTIVE ANTIBIOTIC TO TREAT INFECTIONS OR 
INFECTIOUS DISEASES. THUS THE COMBINATION OF TWO INDIVIDUAL ANTI INFECTIONS DRUGS 
TOGETHER WOULD OBVIOUSLY GIVE AN ADDITIVE EFFECT IN THE ABSENCE OF EVIDENCE TO 
THE CONTRARY. 

THE INSTANT INVENTION DIFFERS FROM THE CITED REFERENCES IN THAT THE CITED 
REFERENCES DO NOT TEACH THE APPLICANTS' SPECIFIC RANGE OF DOSAGES AS 

disclosed in cumms 4, I 3, 23, 33, 42, SO and 53. However, the 

DETERMINATION OF A DOSAGE HAVING OPTIMUM THERAPEUTIC INDEX IS WELL WITHIN THE 
LEVEL OF ONE HAVING ORDINARY SKILL IN THE ART, AND THE SKILLED ARTISAN WOULD 
HAVE BEEN MOTIVATED TO DETERMINE OPTIMUM AMOUNTS TO GET THE MAXIMUM EFFECT OF 
THE INSTANT COMPOSITION. 

Claims I -5, 9- 1 4, I 8-24, 28-34, 38-43 and 47-54 are not allowed. 
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Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to examiner k. weddington whose 

TELEPHONE NUMBER IS (703) 308- I 235. 




(Primary jammer 
Sirt Unit 1614 



k. weddington 
August 30, 2002 



